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" INFORMATION FOR THE PATIENT

INTRODUCTION
This Ieaflet describes when and how to use estrogens, and the risks and benefits of
estrogen treatment.

- Estrogens have important benefits but also some risks. You must decide, with your
doctor, whether the risks to you of estrogen use are acceptable because of their ben-
efits. If you use estrogens, check with your doctor to be sure you are using the lowest
possible dose that works, and that you don't use them longer than necessary. How
tong you need to use estrogens will depend on the reason for use.

, WARNINGS |

! 1.ESTROGENS INCREASE THE RISK OF CANCER OF THE UTERUS IN 1

WOMEN WHO HAVE HAD THEIR MENOPAUSE (“CHANGE OF LIFE™).

It you use any estrogen-containing drug, it is important to visit your doctor regu-

larly and report any unusual vaginal bleeding right away. Vaginai bieeding after

. Mmenopause may be a warre\igg sign of uterine cancer. Your doctor should evalu-

;1 ate any unusual vaginal bleeding to find out the cause.

| 2.ESTROGENS SHOULD NOT BE USED DURING PREGNANCY.

Estrogens do not prevent miscarriage (spontaneous abortion) and are not need-

ed in the days following childbirth. If you take estrogens during pregnancy, your

unborn child has a greater than usual chance of having birth defects. The risk ot

developing these defects is small, but clearly larger than the risk in children

whose mothers did not take estrogens during pregnancy. Thesa birth defects i

may affect the baby’s urinary system and sex or%ans. Oaughters born to moth-

! ‘ers who took DES (an estrogen drug) have a higher than usual chance of devel-

! oping cancer of the vagina or cervix when they me teenagers or youn

| aduits. Sons may have a higher than usual chance of developing cancer of the
testicles when they become teenagers or young aduits.

USES OF ESTROGEN

(Not every estrogen drug is approved for every use listed In this section. If you

want to know which of these possible uses are approved for the medicine prescri

for you, ask your doctor or pharmacist to show you the professionail labeling. You can

also look up the specific estrogen product in a book cailed the “Physiclans’ Desk

Reference,” which is available in many book stores and public libraries. Generic

drugs carry virtually the same labeling information as their brand name versions.)

* To reduce moderate or severs menopausal symptoms.
Estrogens are hormones made by the ovaries of normal women. Between ages
45 and 55, the ovaries normally stop making astrogens. This leads to a drop in
body estrogen levels which causes the “change of life” or menopause (the end of
monthly menstrual periods). If both ovaries are removed during an operation before
natural mencpause takes place, the sudden drop in estrogen levels causes “surgi-
cal menopause”.
When the estrogen levels begin dropping, some women develop very uncomfort-
able symptoms, such as feelings of warmth in the face, neck, and chest, or sudden
intense episodes of heat and sweating (“hot flashes” or “hot flushes”). Using estro-
gen drugs can heip the body adjust to lower estrogen levels and reduce these
symptoms. Most women have only mild menopausal symgtoms or none at all and
do not need to use estrogen drugs for these symptoms. rs may need to take
estrogens for a few months while their bodies adjust to lower estrogen leveis. The

. majority of women do not need estrogen replacement for longer than six months for
$hese symptoms.

+To treat vulval and vaginal atrophy (itching, buring, dryness in or around the
vagina, difficuity or buming on urination) associated with menopause.

* To treat certain conditions in which a young woman's ovaries do not produce
enough estrogen naturally.

* To trest certain types of abnormal vaginal bieeding due to hormonal imbal-
ance when your doctor has found no serious cause of the bleeding.

* To treat certain cancers in special situations, in men and women.

* To prevent thinning of bones.
Osteoporosis is a thinning of the bones that makes them weaker and aliows them to
break more easily. The bones of the spine, wrists and hips break most often in
osteoporosis. Both men and women start to lose bone mass after about age 40, but
women lose bone mass faster after the menopause. Using estrogens after the
menopause siows down bone thinning and may prevent bones from breaking.
Lifelong adequate calcium intake, either in the diet (Such as dairy products) or by
calcium supplements (to reach a total daily intake of 1000 milligrams per day before
menopause or 1500 milligrams per day after menopause), may heip to prevent
osteoporosis. Regular weight-bearing exercise (like walking and running for an hour,
two or three times a week) may also heip to prevent osteoporosis. Bafore you
change your calcium intake or exercise habits, it is important to discuss these
lifestyle changes with your doctor to find out if they are safe for you.
Since estrogen use has some risks, only women who are likely to develop osteo-
porosis should use estrogens for prevention. Women who are likely to deveiop
osteoporosis often have the following characteristics: white or Asian race, siim, cig-
arette smokers, and a family history of osteoporosis in a mother, sister, or aunt.
Women who have relatively early mencpause, often because their ovaries were
removed during an operation (“surgical menopause”), are more likely 1o develop
osteoporosis than women whose menopause happens at the average age.
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+ To treat vuival and vaginal atrophy .1ching. Jurming, dryness .n ar around the

vagina, difficuity or burning on unnation) associated with menopausa.

To treat certain conditions in which a young woman's ovaries do not produce

anough estrogen natunlly.

To treat certain types of abnormal vaginal blseding due to hormonal imbal-

ance when your doctor has found no serious cause of the biesding.

* To treat certain cancers in special situations, in men and women.

To prevent thinning of bones. :

Osteoporosis is a thinning of the bones that makes them weaker and aliows them to

break more easily. The bones of the spine, wrists and hips break most often in

- osteoporosis. Both men and women start to lose bone mass after about age 40, but
women iose bone mass faster after the menopause. Using estrogens after the
menopause siows down bone thinning and may prevent bones from breaking.
Litelong adequate caicium intake. either in the diet (such as dairy products) or by
caicium supplements (to reach a total daily intake of 1000 milligrams per day before
menopause or 1500 milligrams per day after menopause), may help to prevent
osteoporosis. Regular weight-bearing exercise (like walking and running for an hour,
two or three times a week) may also help to prevent osteoporosis. Before you
change your calcium intake or exercise habits, it is important to discuss these
litestyle changes with your doctor to find out if they are safe for you.
Since estrogen use has some risks, only women who are likely to develop osteo-
porosis should use estrogens for prevention. Women who are likely to develop
osteoporosis often have the following characteristics: white or Asian race, siim, cig-
arette smokers, and a family history of osteoporosis in a mother, sister, or aunt.
Women who have relatively early menopause, often because their ovaries were
removed during an operation (“surgical menopause”), are more likely to develop
osteoporosis than women whose menopause happens at the average age.

WHO SHOULD NOT USE ESTROGENS

Esfrogens should not be used:

* During pregnancy (see Boxed Wamings).
It you think you may be pregnant, do not use any form of estrogen-containing drug.
Using estrogens while you are pregnant may cause your unbom child to have bi
defects. Estrogens do not prevent miscarriage.

« if you have unusual vaginal bieeding which has not been evaluated by your
doctor (see Boxed Warnings).
Unusual vaginal bieeding can be a waming sign of cancer of the uterus, especially
if it happens after menopause. Your doctor must find out the cause of the bieeding
so that he or she can recommend the proper treatment. Taking estrogens without
visiting your doctor can cause you serious harm if your vaginal bleeding is caused
by cancer of the uterus.

* if you have had cancer.
Since estrogens increase the risk of certain types of cancer, you shouid not use
estrogens if you have ever had cancer of the breast or uterus, uniess your doctor
recommends that the drug may helip in the cancer treatment. (For certain patients
with breast or prostate cancer, estrogens may help.)

¢ If you have any circulation problems.
Estrogen drugs should not be used except in unusually speciat situations in which
your doctor judges that you need estrogen therapy so much that the risks are
acceptatie. Men and women with abnormat blood clotting conditions should avoid
estrogen use (see DANGERS OF ESTROGENS, below).

* When they do not work.
During menopause, some women develop nervous symptoms or depression.
Estrogens do not relieve these symptoms. You may have heard that taking estro-

ens for years after menopause will keep your skin soft and supple and keep you

eeling young. There is no evidence for these claims and such long-term estrogen
use may have serious risks.

» After childbirth or when breastfeeding a baby.
Estrogens should not be used to try to stop the breasts from filling with milk after a
baby is bom. Such treatment may increase the risk of developing biood clots (see
DANGERS OF ESTROGENS, below).
If you are breastteeding, you should avoid using any drugs because manx drugs
pass through to the baby in the milk. While nursing a baby, you shouid take drugs
only on the advice of your heaith care provider.
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ESTRADIOL TABLETS, USP

INFORMATION FOR THE PATIENT { : - .
P L INTRODUCTION ¢ o T e
e This leafiet describes when and how to use estrogens, and the risks and benetfits ot . ) .
P . v estrogen treatment.

Estrogens have important benefits but also some risks. You must decide, with your :
doctor, whether the risks to you of estrogen use are acceptable because of their ben- b
afits. !If you use estrogens, check with your doctor to be sure you are using the lowest
possible dose that works, and that you don't use them longer than necessary. How y
long you need to use estrogens will depend on the reason for use.

WARNINGS

!

| 1.ESTROGENS INCREASE THE RISK OF CANCER OF THE UTERUS IN : -

a WOMEN WHO HAVE HAD THEIR MENOPAUSE (“CHANGE OF LIFE™). . -
i .

!

e

If you use any estrogen-containing drug, it is important to visit your doctor regu-

larly and report any unusuai vaginal bleeding right awayy. Vaginal bieeding after -

menopause may be a wam sign of uterine cancer. Your doctor should evalu- s
i B

ate any unusual vaginal b ng to find out the cause.

|

[ 2.ESTROGENS SHOULD NOT BE USED DURING PREGNANCY. S

t  Estrogens do not pravent miscarriage {(spontaneous abortion) and are not need- -
! edin the days following childbirth. It you take estrogens during pregnancy, your i
| unbom child has a greater than usual chance of having birth defects. The risk of
| developing these defects is small, but clearly larger than the risk in children L
l whose mothers did not take estrogens during pregnancy. These birth defects :
{
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*ars who took DES (an astrogen drug) have a higher than usual chance of devel-
oping cancer of the vagina or cervix when they @ teenagers or you
aduits. Sons may have a higher than usual chance of developing cancer of the
testicles when they become teenagers or young adults.

USES OF ESTROGEN
(Not avery estrogen drug is approved for every use listed in this section. if you
want to know which of these possible uses are approved for the medicine prescri
for you, ask your doctor or pharmacist to show you the professional labeling. You can
also look up the specific estrogen product in a book called the “Physicians’ Desk
Reference,” which is available in many book stores and public libraries. Generic
drugs carry virtually the same labeling information as their brand name versions.)
* To reduce moderate or severs menopausal symptoms.
Estrogens are hormones made by the ovaries of normal women. Between ages
45 and 55, the ovaries no:maily stop making estr . This leads to a drop in
body estrogen leveis which causes the “change of life” or menopause (the end of
monthly menstrual periods). If both ovaries are removed during an operation before
natural menocpause takes place, the sudden drop in estrogen levels causes “surgi-
cal menopause”.
When the estrogen leveis begin dropping, some women deveiop very uncomfort-
able symptoms, such as feslings of warmth in the face, neck, and chest, or sudden
intense episodes of heat and sweating (“hot flashes"” or “hot flushes”). Using estro-
gen drugs can help the body adjust to lower estrogen leveis and reduce these
symptoms. Most women have only mild menopausal symptoms or none at all and
«# _.do not need to use est drugs for these symptoms. Others may need to take
astrogens for a few months while their bodies adjust to lower estrogen leveis. The
Fnajority of women do not need estrogen replacement for ionger than six months for
- these symptoms.
- + To treat vuival and vaginal atrophy (iiching, buming, dryness in or around the
vagina, difficulty or buming on urination) associated with menopause.
+ To treat certain conditions in which a young woman's ovaries do not produce
enough estrogen naturaily.
¢ To treat certain types of abnormal vaginal bleeding due to hormonal imbal-
ancs when your doctor has found no serious cause of the bieeding.
- * To treat certain cancers in special situations, in men and women.
¢ To prevent thinning of bones. ) )
Osteoporosis is a thinning of the bones that makes them weaker and allows them to Ty
break more easily. The bones of the spine, wrists and hips break most often in
osteoporosis. Both men and women start to iose bone mass after about age 40, but
women lose bone mass faster after the menopause. Using estrogens after the
menopause slows down bone thinning and may prevent bones from breaking,
Lifelong adequate caicium intake, aither in the diet (such as dairy products) or by
calcium supplements (to reach a total daily intake of 1000 milligrams per day before
menopause or 1500 milligrams per day after menopause), may heip to prevent
osteoporosis. Regular weight-bearing exercise (like walking and running for an hour,
two or three times a week) may aiso help to prevent osteoporosis. Belore you
change your caicium intake or exercise habits, it is important to discuss these
lifestyle changes with your doctor to find out if they are sale for you.
Since estrogen use has somae risks, only women who are likely to deveiop osteo-
porosis should use estrogans for prevention. Women whao are likely to deveiop
osteoporosis often have the following characteristics: white or Asian race, slim, cig-
arette smokers, and a family history of osteoporosis in a mother, sister, or aunt.
Women who have relatively earty menopause. often because their ovaries were
removed during an operation /'suraical menmnanea™  ~ea memes TS

may affect the baby's urinary system and sex oEns. Daughters bomn to moth-




~1erse 30i3CCes T real 1Tl oa= L ...
Jen arugs an meic e Sooy 3TiL31 D Cwer 25UTIger evers arc feduce Trese

symptoms. Most women have only mid menopausal symploms or none at ail ang

do not need to use estrogen drugs for these symptoms. Others may need to take .
estrogens for a few months while their bodies adjust to lower astrogen feveis. The /'
maijonity of women do not need estrogen replacement for longer than six months for

thesa symptoms.

7 e« To treat vuival and vaginal atrophy (itching, burning, dryness in or around the

vagina, difficulty or burning on urination) associated with menopause.
« Yo treat certain conditions in which a young woman's ovaries do not produce
" snough estrogen naturally.
* To treat certain types of abnormal vaginal biseding due to hormonal imbai-
ance when your doctor has found no serious cause of the bieeding.
To treat certain cancers in special situations, in men and women.
To prevent thinning of bones.
Osteoporosis is a thinning of the bones that makes them weaker and allows them to
break more easily. The bones ot the spine, wrists and hips break most often in
osteoporosis. Both men and women start to lose bone mass after about age 40, but
women lose bone mass faster after the menopause. Using estrogens after the
menopause slows down bone thinning and may prevent bones from breaking. .
Lifelong adequate calcium intake, either in the diet (such as dairy products) or by 2 .
calcium supplements (to reach a total daily intake of 1000 miliigrams per day before «
menopause or 1500 milligrams per day after menopause), may help to prevent Lo e
osteoporosis. Regular weight-bearing exercise (like walking and running for an hour, x
two or three times a week) may also heip to prevent osteoporosis. Before you -
change your calcium intake or exercise habits, it is important to discuss these ;o
lifastyle changes with your doctor to find out if they are safe for you. :
Since estrogen use has some risks, only women who are likely to devslop osteo-
porosis should use estrogens for prevention. Women who are likely to develop
osteoporosis often have the following characteristics: white or Asian race, slim, cig-
arette smokers, and a family history of osteoporosis in a mother, sister, or aunt.
Women who have relatively early menopause, often because their ovaries were
removed during an operation (“surgical menopause”), are more likely to develop
osteoporosis than women whose mencpause happens at the average age.
WHO SHOULD NOT USE ESTROGENS
Esfrogens shouid not be used:
* During pregnancy (see Boxed Wamnings).
If you think you may be pregnant, do not use any form of estrogen-containing drug.
Using estrogens while you are pregnant may cause your unbom child to have bil
defects. Estrogens do not prevent miscarriage.

. gw o

¢ if you have unusuai vaginal bleeding which has not been evaluated by your ]
doctor (see Boxed Warnings). : »
Unusual vaginal bleeding can be a waming sign of cancer of the uterus, especially L
if it happens after menopause. Your doctor must find out the cause of the bleeding . ! >

so that he or she can recommend the proper treatment. Taking estrogens without
visiting your doctor can cause you serious ham if your vaginal bleeding is caused
by cancer of the uterus.

* it you have had cancer.
Since estro?ens increase the risk of certain types of cancer, you should not use
astrogens if you have ever had cancer of the breast or uterus, uniess your doctor
recomnmends that the drug may help in the cancer treatment. (For certain patients
with breast or prostate cancer, estrogens may heip.)

¢ It you have any circuiation problems.
Estrogen drugs should not be used except in unusually speacial situations in which
your doctor judges that you need estrogen therapy so much that the risks are
acceptable. Men and women with abnormal bicod clotting conditions should avoid
estrogen use (see DANGERS OF ESTROGENS, below).

* When they do not work.
During menopause, some women develop nervous symptoms or depression.
Estro?ens do not relieve these symptoms. You may have heard that taking estro-
Fens or years after menopause will keep your skin soft and su| and keep you
eeling young. There is no evidence for these claims and such long-term estrogen
use may have serious risks.

 After chiidbirth or when breastieeding a baby.
Estrogens should not be used to try to stop the breasts from filling with milk after a
baby is bom. Such treatment may increase the risk of developing blood clots (see
DANGERS OF ESTROGENS, befow).
If you are breastfeeding, you should avoid using any drugs because many drugs
pass through to the baby in the milk. While nursing a baby, you should take drugs
only on the advice of your heaith care provider.
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Usual Dosage: See pack-
age circular for complete
prescriping information.

Store at controiled room
temperature, 15°-30°C
(59°-86°F).

Dispense in a tight, light-
resistant container with a
child-resistant closure,

An “Information for the
Patient” insert should
accompany each contain-
er dispensed to a patient.
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